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Mr. N. EdwardHakins, President
Luv’nCare, LTD.
2813 DeSiardStreet
hfonroc, Louisiana 71201

Dear Mr. Hakina:

a

Duringan inspectionof your firm, locatedin Monroe,Louisiana,on 10/31-11/5/%,
our investigatorsdeterminedthat yourfirmis theSpecificationDeveloperand
Distributorof water filled soothers (tcethiq rings). Teethingrings are devicesM
definedby section 201(h)of the FederalFood, DrugandCosmeticAct (the Act).

The abovestatedinspectionrevealedthat thesedevicesarc adulteratedwithinthe
meaningof SectionSol(h) of tbe Act, in that the methodsused in, or the fkciliticsused
for manufacturing,packaging, storage, or MaIlaticm, arc not in confo~ with
GoodManufacturingPractice’s(GM%) forMcdkxdDeviceRcgulatio~, as specW
in Title21, Codeof Federal Regulations(CFR),Pm 820, as follows:

1. Failureto institutea Q@ity Amrance programfw identifying,recommendhg
or providingsolutionsfor qualityasmancc problemsaridverifjhg the imple-
mentationof such So!utions;

2. Failureto maintainwritten reads of investigation, includingconclusionand
follow-up,in rcapomwto consumercomplaintsof device fdurcs.

Six of elevencxnnplaintareceivedsince 1/%, lackadocumnta tion of device failure
investigationand fol!ow-up. Fii did not documcntthroughinvestigationandor

o testingthat @cblack partichx presentin thecomplainttcctkrs wasStcmphiliumor
Scpcdoniurn or that the empty(waWk) teetherswereactuallydue to evaporation
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because of age and not causedby pinholes, seam defmts, or brittleplasdcdue to the
gama sterilization.

The manufactureanddistributionof adulteratedand misbrandedmedicaldevices is
prohibitedunderSections301(a)and 301(k)of the Act.

‘Ihe above identificationof violationsis not intcrxfcdto be an all-inclusivelist of
deficienciesat your fhciiity. It is your responsibilityto assureadherexwwith each
requirementof the GoodManufacturingPractice Regulationsof the FederalFood,
Drug and CosmeticAct. Youshould take prompt actionto correct theseand alI
violationsexistingat your b. Failure to take suchactionmayresultin regulatory
action, suchas seizure,withoutfurther nodce. Federalagencksareadvisedof the
issuarw of atl WarningLettersabout devicesso that they maytake thisinformadon
into account whenconsideringthe awardof contracts.

You shouldnoti& thisofficein writing, within M working days of receiptof this letter,

o
of thestepsyouhave takento correct the notedviolations,includingan
explanationof eachstepbeingtaken to prevent the recurmm of similarviolations. If
correctiveactioncannotbe completedwithin1Sworkingdays, statethereasonfor this
delay and the timewithinwhichthe correctionswill be completed.

Your responseshouldbe dinted to CarolynS. Olsen,ComplianceOfficer,U.S. Food
and Drug Administration,4298 ElysianFields Avenue,NewOrleans,Louisiana,
70122-3848,telephonenumber(504) 589-7166. Shouldyouhaveanyquestions
concerniq theamtenta of dds letter, or if you desire a meetingwiththeagencystaff,
do not hesitateto contactMrs. Olsen.

sincerely,

Jama E. @met
Distdct Director
NewOrleansDistrict

o ErWwure: FDA-483
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